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EXHIBIT B

“The follawing data have been compiled /mn She-Federal Food and Deng Administeation Weekly-Recall Raports coveting the peviod October 18, 1973, to Dacember 12; 1973, Pharmacists and others

possessing drug invenidries are veminded to check thisr stock again b be cériain that they doinot:have any of the prodiicts on the list.

he feels will assist in completing the recall is urgad to send such d na to the editor of this “JOUKNAL.

Aryonie who has ‘additionol facts-on any-of ha bisted vecalls which

8 Recall : Product
Product Manufacturer or Distributor Lot Number Quantity “Class |- Recall'Reason: | Distribution
Afrodex Capsules 1CN Pharmaceuticals | Alt lots 1,300,000 " No appraved ' National
{methyltestosterone 5 mg, (Covina, Calif.) capsules NDA A
yohimbine § mg, nux Vrivate Formulae
vorica extract 5 mg), 100"s, (St. Louis, Mo,)
§00's and 1,000's ;
APC Tablets (aspirin 3.5 gr, Linden Labs 231208 Unknown n Content CalWornia
3hanacetln 2.5 gr, caffeine (Los Angeles, Calif.) uniformity N
.5 gr), 100’s and 1,000's Vitamin Spacialties \
(Brisbane, Calif.) *
Atropine sulfate In]ecnble Harvey Laboratories 0522 1,500 m
0.01gr, 1 mi 7 (Phi ia,Pa.) B . | ST :
AUS-tect for CEP Test Abbott Labs 1 mi vials 800 vials 1 Loss of potency N‘a(lunal
(hepatitis associated (Los Angetes, Calif.) 28-013-BW . .
antibody-—anti-Australis . antibody fot g *
antigen) 1 mi and § mi vilis 7730330
§ mi vials .
28-051-BW
antibody lot
2730428
Celebenin (o‘ﬁ!lum Beecham-_-Maisongul 1gvials 600 vials . " Pyrogens National
methicillin for Ph: tical A119RH predominantly
1g Ag and 6 g vials (Piscataway, N.J.) AD209RN lot ABO30
AQ269RP
A0309SA
AD319SA
93,
A)3BISA
4 g vials
AQ09IRH
ADI99R|
AD219RN
6 g vials
v ¢4 A0299S/
_ABO30
< Dightoxin tablets 0.2 mu. Zemmer Co. 389190 35,000 tablets n Contant National
,000's and 5,000's (Oakmont, Pa.) uniformity
H P Acthar Get (repository : Armour Phavmalc)euncal Co. Jaoy Unknown n Subpotency Nationa!
18
USP unlu per mi) 1. mi and National Drug Go.
§ mi vials (Cincinnati, Ohic)
insulin tyrlngo wm\ neodli " Sherwood Medical 502195 Unknown n Cartons of National
(dl spoum). 1 ¢c, 100 unit * industries 100/100 unit
(8t. Louis, Mo.) labeled as
oo o E M 100/40/80 units
Kidneez (phenazopyridine . . |- Edward J. Moore Sons Al fots 120,000 tablets L] Label does not National
100 mg), 30'e ¢ s (Long Istand City, N.Y.) ar ‘
: T prescription
legend
Me wcul%dﬂn injection | Lakeside Laboratories Al lots 8,000 units " Precipitate National
(meraliuride sodium *m Y (Milwaukee, Wisc.)
_theophylline 48 mg p '§, -
mi and 2 ml ampules,
0 ¢ muitiple dose vials
Otos Masan otic solution Ayerst Labs A lots 6,000 bottles ) Drug efficacy National
(0 6 mg wln(muola. §0.mg (New York, N. Y ) : study
sodlum pfor ionate, 125 mg Implementation
unn pcv mi), I ml ﬂvoppav .
Secobarbital sodlum Interstate Drug Exchange 2070 Unknown il Subpotency National
capsules 1.5 gr, 100°s and (Plalnview, N.Y.) :
1,000's Columblia Pharmaceuticats -
{Garden City, N.Y.)
Sodium Salicylate snd lodide Upijohn Co. All lots 1,000 ampuic-s il Lack of evidence | National
with Colchls o, (Knlnmuoo. Mich.) that the drug
(sodium sal ynu 1g, combination Is
sodhim lodide 1 g, safe and
colchicine M mn). 20m effective
smpules
FDA definitions for recall classes: : .
Class | Recalle—This is an emergency situation mlmlumg the removal /mm the market of productsin which the are immediate or long-range, lifes
thryatening and jnvolve a direct cause-cffect relationship. X
Clase II Recally~=This is a priority situation in which the guences may be immediale or | g ana' possibly or p ty life-th or hazard
to health,
Class ITI Recalle=This is a routine situation in which the consequences to Ixje {if any)-are remote or non-existent. ("
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